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REMARKS 

Claims 3, 4, 8, 9, 19-22, 25-26, 38-40, 42, 74-76, 78, 102, 104, 108, 1 12, 1 14 and 1 15 remam in 
Ihis case. 

Applicant has amended paragraph [0052] of the specification to describe what is inherently and 
explicitly disclosed in ligijres 3-3B and in the description of those ligures. For example, figure 5A shows 
stent 104A within sleeve interior 124C while figure 3B illustrates tying the outer end 124F oFgraft 
m^iterial 124 indicating the flexible, movable nature of graft material 124, 

Claims 4, 9, 1 9-22, 25, 26, 38-40, 74-76, 1 08, 1 1 1 mid 113 arc rejected under 35 I JSC 1 03(a) as 
being unpatenable over Dubnil (WO 98/47447) in view oi'Ragheb et al (US 5873904). 

Claim 3 is rejected under 35 USC 1 03(a) as being unpatenable over Dubrul (WO 98/47447) in 
view of Raghcb et al. (US 5873904) as applied to claim 40 and fijrther in view of Scott (US 5,383,928), 

Claim 8 is rejected under 35 USC 103(a) as being unpatenable over Dubrul (WO 98/47447) in 
view of Ragheb et al. (US 5873904) cis applied to claim 38 and further in view i)f Kropf '849. 

Claims 42, 78 arc rejected under 35 USC' 103(a) a-s being unpatembie over Dubru! (WO 
98/47447) in view of Ragheb et al. (US 5873904) as applied to claim 38 and further in view of KJiosravi 
'054. 

Claims 1 02, 104, 1 12 and 1 14 arc rejected under 35 I JSC 1 03(a) as being unpatenable over Dubrul 
(WO 98/47447) in view ol'Ragheb et aJ. (US 5873904) as applied to claims 38 and 74 and further in view 
ofHansen (US 5,399,352). 

The Cited Art 

Tlie PCV published application to Dubrul has been cited as showing a helically coiled stent 50 
with radially extending openings 51 which create open spaces were no portion ol'Lhe coW^d stent body 
would be, Dubrul has also been cited as showing a biologically active agent coating the stent and that the 
stent is made oi" metal. 

Khosravi U.S. Patent No. 5,824,054 shows a graft stent 10 made of a coiled sheet 1 1 of lattice or 
mesh to which a biocompatible graft material 12 is affixed. Graft material may have a desired 
penneability and may be impregnated with one or more drugs to elTecl a desired treatment. (Column 4, 
lines 61 -66.) Cirall stent 1 0 is wmppcd on to itself like a roll of tape. Figures 5 A-5C show placement of 
graft stent 10 into a body lumen 1 00 to treat an aneurysm 101, The graft stent 10 is expanded by a 
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balloon 47 aiid is locked into its enlarged diameter conliguralion by teeth 1 5 engaging openings 16. (Sec 
figure 1 and column 5, lines 32-40.) I he device is stated to be iiscfLil to "stem blood loss through an 
artcrio-vcnoLLS fistuhi, or provide a positive seal at the ends of a graft to reduce bypass flow." (Column 2, 
lines 31-35; column 3, lines 3-8,) 

HiiDNon T LS. Patent No. 5,3^-^352 discloses a drug delivery device 1 0 comprising a first clement 
4 and a second clement 24. 'ITic first element comprises an elongate tubular segment 5 comprising a 
porous clinical vascuUir graft attached al each end lo a severed artery 2. Tubular segment 5 iticludes a 
porous portion 28. Porous portion 28 is surrounded by second element 24. A reservoir 20 is formed 
between porous portion 28 and second element 24. Reservoir 20 can be non-fiUablc or supplied with an 
agent through tubing 30. See column 7, line 32-column 8, line 20. Ihis permits the agent to be delivered 
into the blood llowitig thn)ugh tubular segment 5 so that it can pjiss with the blm^d into the interior of the 
artery, 

Kropf U.S. Patent No, 4,760,849 discloses a planar blank which can he made into a coil spring 
useflil as a filter for throtnboses. TTie coil spring has apertures to lacilitate ingrowth of tissue into the 
spiing material. Sec column 1 , lines 6 1 -63 and column 2, lines 5 1 -55. This reference only discloses a 
stent. It teaches away from a dding: a graft material because a stated intention of the invention is to permit 
tissue ingrowth thi'ough the apertures. There is no recognition that the atldition of a graft material would 
he useful or possible, 

Ragheh U.S. Patent No. 5,873,904 discloses a medical device 10 including a structure 12» 
typically a vascular stent 12, composed ol an elaslic/uon-elastie, biodcgradable/aon-biodegi-adable base 
material 14, such <is stainless steel, nitinol, polymers, etc. Stent 12 is shown to have several layers o f 
materials coated thcra^n. At least one layer 18 of a bioactivc material is on the surface of stent 1 2. An 
outer porous layer 20 is on layer 18 to pn)vide controlled release of the hioactive material. A porf>uA/non- 
porous layer 1 6 may be lised between the bioactivc layer 1 8 and stent 12. A second hioactive layer 22 
may be used between porous layer 20 kmd bioactivc layer 1 8; if so, an inner porous layer 24 may be used 
between the bioactivc layers 1 8, 22. 

Scott U.S. Patent No. 5,383,928 has been cited tis teaching a biodegradable polymer sleeve to 
control the delivery of hioactive drugs from the stent. 
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1 he Cited Art Distinguished 

Claim 38 recites in part tlae following. 

"a coiled sleeve ol' porous material extending tilong tlie generally hcliccil path, the material 
having an inner surface and un outer surface, the inner surtaee defining the sleeve interior 
containing tlie coiled body; 

the sleeve interior comprising regions occupied by the coiled body and open spaces not 
occupied by tlic coiled body; 

Tlie Kxaininer states "Ragheb ttsaches to cover the stant with a sleeve to control release of the 
agents . . " Actually, "Ragheb teaches co ating the bioactive layer 1 8 with an outer porous layer 20 as 
opposed to containing the stent with then a sleeve. 

Assuming, for sake of discussion, thai it would have been obvious to use the teachings of Ragheb 
to cover the stent o!' Dubrul, the resulting structure would be, applicant submits, the stent oFDubrul covered with 
layers of material as taught by Ragheb, See, for example^ figures 6 A, 6Ii and 7 of Ragheb, Tn such a 
combination there would have been no open spaces not occupied by the stent Therefore, the resulting 
structure would not have been the claimed invention including "the sleeve interior comprising regions 
occupied by the coiled body and open spaces not occupied by the coiled body; . . . /' 'iliere is nothing in 
these reCerences suggesting such a structure. 

Accordingly, claim 38 is allowable over the cited art. Independent melhnd claim 74 is allowable 
lor similar reasons. 

The dependent claims are directed to specific novel subfcaturcs of the invention and arc 
allowable that reason is well as by depending from novel parent cUums. For example, claim 102 further 
specifies tliat "the sleeve interior is ovcrsi/ed relative to the coiled bi^dy so to loosely cont ain the coiled 
body." The suggested combination of the prior art would not result in such structure. While the Hanson 
patent may show a reservoir^ there is notliing in that patent or the other cited art suggesting modifying the 
structure taught by Dubrul and Ragheb to arrive at the presently claimed invention. The mere fact that 
Hanson discloses external reservoir 20 provides no meanin^iful guidance for modifying the combination 
of Dubrul and Ragheb to a create open regions between the sleeve interior and the stent body of such a 
combination because the structure of Hanson relates to surrounding a perforated portion of a vascular 
grail; it has nothing to do with an cndoiuminal structure, such as a stent, i hey relate to two very different 
operating environments with very different operathig constraints. Applicmit contends that the Rxaminer 
has combined these references in a manner noi supported by the facts. Claim 104 is allowable for similar 
reasons. Claim 1 14, newly added, recites that at least part of the coiled body and the sleeve ofporoas 
material can move relative to one another. The combination taught by Dubrul and Ragheb would not 
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result in such a structure. There would have been no rciison to modify the cited art to arrive at such a 
structure because there is nothing in the properly cited art suggesting the rcci-)gnition that it would be 
desirable to do so. As di.scussed above, Hanson provides no appropriate guidance in this regard. Claim 
1 1 5 is alio v/able for similar reasons. 



Tn light of the above remarks and the amendments to the claims, applicant submits that the 
application is in condition lor allovvance and action to that end is urged. If the iixamincr believes a 
telephone conference would aid the pro-secution of this case in any way, please call the undersigned at 
(6.50)712-0340. 



TIAYNES Bm-l'liL & WOLl'liLD LLP 
P.O. Box 366 

Half Moon Bay, California 94019 
Phone: 650-712-0.340 
Pax: 650-712-026.3 
JFH:p(b 
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Rjcspcctfiilly submitted, 





